Stephen F. Sims & Associates
400 North Capitol Streat, N.W. Suitz 585
Washington, D.C. 20001

Phona 202-783-5300°
fax 202-393-5218

June 19, 2000

Mz, Jere W, Glover, esq. -

Chisf Counsel for Advocacy

1.8, Small Business Administration
Washington, D.C. 20416

Dear Mr. Glover: -

I am writing on behalf of my client, the Pharmaceutical Distributors Association, to thank
your office for its timely and effective intervention on behalf of small businesses in a rulemalding
by the Food and Drug Administration relative to the Preseription Drug Marketing Ase,  In
December, 1999 the FDA issued a Final Rule completing the irmplementation of this 1988 statute,
The effactive date of the Rule was December 4, 2000,

By the FDA's awn calculation, same 4,000 pharmaceutical distributors who are small
businesses are covered by the rule. The FDA's regulatory impact analysis, which was seriously
flawed, concluded that the rule would have no impact on thesa companies. In facr, the e would
driva most of themn out of business, threatening the supply of pharmaceuticals to end users and
placing upward pressures on drug prices.

You and Shawn Cartar McGibban, the Assistant Chief Counsel for Advocacy, drafted g
letter to the FDA Commissioner on February 29, 2000 agking that agency to reconsider its Final
Rule, suspend the affective date and reissue regulations more in keeping with the intent of the
Congress, This [artar, and the detailed analysis thersin played & major tole in convineing the FDA
to reopen the Final Rule for further comments and extand its effective date to October 1, 2001,

The Office of Advocacy's intervention ip this matter is a valuable case study in the need
for small businesses to have a Faderally established aversight organization to whom they can
eppeal in cases where agency impact analyses are seriously flawed. Thank you again for the very
timely and effective work of you office in this important economic and policy matter.

Sincerely,

Stephen F. Sims
Pharmacautical Distributors Assaciatian

¢e: Mr. Sal Riceiqrdi, PDA



